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Overview

- Overview of Federal enforcement in the research area
- False Claims Act

- Audits

- Compliance

- Why is compliance important to my institution

- What are some of the different ways to think about
compliance

- Time and Effort reporting
- Overview of the rules
- Best practices

- Case study
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. HOGAN &
Renewed Emphasis on Enforcement HARTSON

Aepartment of Justice

FOR IMMEDIATE RELEASE
THURSDAY, FEBRUARY 6, 2003
WWW.USDOJ.GOV

CIvV
(202) 514-2007
TDD (202) 514-1588

NORTHWESTERN UNIVERSITY WILT PAY §5.5 MILLION TO RESOLVE
FATSE CTATMS ACT AND COMMON LAW ATTFGATIONS

WASHINGTON, D.C. — Northwestern University will pay the United States $5.5 million to settle
allegations that the school violated the False Claims Act with regard to claims in connection with
federally-sponsored medical research grants. the Justice Department announced today. The government
alleged that Northwestern misled the United States into paying more money than the Chicago-area
school was lawfully entitled to receive.

For example. the government alleged that in completing applications for the National Institutes of
Health and other federal agencies grants, Northwestern overstated the percentage of its researchers’ work
effort that they were able to devote to the grant. The United States also alleged that the university
knowingly failed to comply with federal government requirements that a specified percentage of the
researchers' effort be devoted to the grant.
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Institution Sponsor Issues Settlement/Enforcement A S
Yale University Dep't Health & Human - Effort reporting « Agreed to pay $7.6M
(Dec. 2008) Servs; NSF, DoD, « Cost transfers - Voluntarily made significant research compliance
DOE, NASA improvements
Saint Louis Univ. Dep't Health & Human « Supplemental pay « Agreed to pay $1M

(July 2008) Servs; HUD - Effort reporting - Increased scrutiny of Federal research as part of annual A-
133 audit process

Clark Atlanta Univ. Dept. of Energy « Cost Allocation Agreed to pay $5M settlement over 5 years

April 2006 « Accounting - Removed a univ. official from any role in oversight of federal
funds

Entered into compliance agreement
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HOGAN &
Recent Settlements (cont’d) HARTSON

Institution Sponsor Issues Settlement/Enforcem ons.
Univ. of Connecticut EPA, Defense, « Cost sharing « Paid. $1.7M in actual damages plus $800K of penalties
January 2006 Agriculture, Education, « Billing rates - Entered into a compliance agreement
Energy, |m§”°h - Excessive compensation « Required to maintain for at least 5 years a comprehensive
Transportation, HHS, (summer salaries) compliance program overseen by a Chief Compliance
NASA and NSF Officer
« Annual audits and reporting obligation
Cornell University's Dep't Health & Human - Effort reporting - Paid $3.48M
Weil Medical College | Services/NIH « Payroll distribution - Court and settlement documents are under seal
June 2005 - Cost allocation
- Double billing/Medicaid
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NSF Effort Reporting Audits
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- Issues identified include

- Late certification

- Unsigned effort reports

- Institutional base salary

- Direct charging administrative activities

- Cost sharing

- Variances between actual and reported effort
- Some challenges related to managing the auditors

- Some harsh language in the reports but generally limited financial
repercussions

©2008 Hogan & Hartson LLP. All rights reserved.

Lessons Learned
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- Federal enforcement often focuses on
- Effort reporting
- Basic and more nuanced issues
- Cost transfers
- Cost sharing

— Cost allocation
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- Why is research compliance important to my institution?
« “Hot” compliance topics

- What are some different ways to think about research
compliance?
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- Effort reporting

- Effort commitments

- Institutional Base Salary
- Variable compensation
- Administrative costs

- Cost transfers

- Recharge centers
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HHS OIG Suggested Elements of a HOGAN &
Research Compliance Program HARTSON

«  Elements:
1. Implementing written policies and procedures,

2. Designating a compliance officer and compliance
committee,

Conducting effective training and education,
Developing effective lines of communication,
Conducting internal monitoring and auditing,

o 0~ w

Enforcing standards through well publicized disciplinary
guidelines,

7. Responding promptly to detected problems and
undertaking corrective action, and

8. Defining roles and responsibilities and assigning
oversight responsibility
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“Traditional” Research Compliance TRRRTSON

«  Focus: Protecting the institution from “bad actors”
«  Elements:

- Internal Audit

- Code of Conduct

- Threats of disciplinary action

- Hotlines

- Training
. But:

- Not much senior-level involvement

- Central offices responsible for compliance are often not an
integral part of the institution, or do not have the funding or
authority to really evoke change
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. HOGAN &
Compliance Challenges HARTSON

. Paying for non-sponsored activity
- Institutional focus on maximizing salary support

- Providing and supporting an adequate administrative
infrastructure

- Economic incentives facing Pls
- Wanting to maximize existing research dollars
- The need for more research dollars

- Avoiding “losses” resulting from having to share F&A dollars
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- Antiquated or otherwise weak financial systems
- Financial reporting is delayed or inadequate
« Not enough central management/monitoring
- Lack of communication between “field offices” and management
- Administrators lack training and/or authority

- Reporting lines
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Another Way of Thinking About HOGAN &
Research Compliance HARTSON

«  “Bad actors” may not be the primary problem
«  Sometimes good people do the wrong thing
— They don't understand the rules
- They aren'’t given timely or accurate information

«  How can we as an institution help our employees do the right
thing?
- Understand the reasons why non-compliance occurs

- Consider how the institution can remove or mitigate those
problems?

- Organize and integrate compliance functions into
infrastructure, management and budget

- Responding to these types of issues is a management challenge
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Management Changes That Can HOGAN &

Support Research Compliance HARTSON

. Tone at the top

- Support and buy-in from senior management
« Institutional investments

- Time

- Funding

- Resources

- Personnel
«  Centralized message and communication
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. HOGAN &
Outreach and Education HARTSON

«  Formal and informal training

- Topics to consider
- Effort reporting
- Cost transfers

- Who gets trained?
- Researchers
- Administrators
- Lab staff

- Is some or all training mandatory?

«  Other forms of communication with the sponsored research
community

- Newsletters
- “Brown bag” lunches
- Websites
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Monitoring
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«  Should be integrated into an institution’s SOPs and culture

- Can be formal and informal but should ongoing and
persistent

«  Who does the monitoring
- Compliance Officer
- Internal Audit
- Central Administration

©2008 Hogan & Hartson LLP. All rights reserved.
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Time and Effort Reporting

© 2008 Hogan & Hartson LLP. Al rights reserved.

10



HOGAN &
What is Effort Reporting? HARTSON

- The salaries paid by an institution to its employees working on
Federal grants are generally charged or allocated to those
grants on the basis of effort expended

- For example, if 25% of an employee’s total effort is expended on
a Federal grant, then up to 25% of the employee’s salary is
chargeable to that grant

- The 25% effort figure is derived by estimating effort devoted to
the grant, and expressing it as a percentage of the employee’s
total effort

- Federal cost principles specifically acknowledge that
estimates are permissible

- A certified effort report confirms that charges are reasonable in
relation to the work performed
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. . HOGAN &
Applicable Cost Principles HARTSON

OMB Circular A-21 — colleges and universities
OMB Circular A-122 — not-for-profit organizations
OASC-3 (45 CFR Part 74, App. E) - hospitals
Accounting rules
- Applies to both grants and contracts

- Contains basic principles of effort reporting

2008 Hogan & Harson L. A g s I
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The Basics
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- Level of compensation must be reasonable and conform to grantee
policies consistently applied

« Must be based on documented payrolls approved by a responsible
institutional official

. Salary and wage distributions must be supported by after-the-fact
activity reports confirmed by an individual with suitable/first-hand
knowledge of the employee’s activity and that the salary distributions
are reasonable

- Institutions must maintain reports for professional and non- )
professional employees whose salaries are charged in whole, or in
part, to sponsored awards

©2008 Hogan & Hartson LLP. All rights reserved.

“After-the-Fact” Activity Reports
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- Budgets contain effort projections for project personnel
- Charges may initially be made on the basis of those estimates

- Payroll system generates estimates of effort based on salaries
charged

- After-the-fact activity reports — percentage of total activity
- Frequency depends on the applicable cost principles

- Nonprofessional salary charges must also be supported by
records showing the total number of hours worked each day

© 2008 Hogan & Hartson LLP. Al rights reserved.
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Why Is Effort Calculated on a vl
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Percentage Basis? HARTSON

- The government recognizes that different institutions have
different policies with respect to the scope of their employees’
duties

- As a consequence, 100% effort does not equate to any set
number of hours

- Using a percentage allows an individual to estimate the amount
of time devoted to a sponsored project as a percentage of all
activities
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What Do Sponsors Consider Effort HOGAN &
Devoted To a Grant? HARTSON

- Actual conduct of research in furtherance of a grant’s objectives
- Certain administrative effort directly associated with the research

- Special lectures, writing reports and articles, participating in
seminars, consulting with colleagues, attending meetings and
conferences

- Preparing progress reports

- It doesn’t matter when or where the effort is expended (e.g.,
weekends, vacations)

2008 Hogan & Harson L. A g s I
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What Do Sponsors Not Consider -HOGAN&

Effort Devoted To a Grant? HARTSON

- Effort expended on research not in furtherance of the objectives
of the grant to which it is charged, i.e., effort related to another
grant or to an area of general scientific interest

- New proposal writing

- General instruction

- General administrative activity

« Unrelated departmental/internally funded research

- Unrelated clinical activity

2008 Hogan & Harson L1 Al ghis esened __

How Much Flexibility Do PI's Have To HOGAN &
Define the Scope of Their Grants? HARTSON

- Research objectives can and do evolve over a grant’s period of performance

- Major sponsors such as NIH and NSF recognize this and afford Pls
some flexibility in terms of revising or adapting a project’'s methodology
and approach

- But that flexibility is not without limit

- And sponsors do not view their support for a Pl as “one pot of money” -
each grant is distinct

- If research objectives evolve to the point where there is a “change in
scope”, sponsor approval is required

- Work outside a grant’'s approved scope is not chargeable to that grant

2008 Hogan & Harson L. A g s N
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Principles For Determining Whether -HOGAN&

Effort Is Chargeable To a Grant HARTSON

- There is some room for interpretation

- Sponsors fund projects based on proposed goals, objectives and
methodologies

- Auditors and IGs do not view their agency’s support as discretionary funds for
Pls

- Discretion to modify the approach that got you an award in the first place
exists but is not unfettered

- Pls are responsible for the charges to his/her grants

- E.g., if you were interviewed by an auditor, consider how would you
defend your decision to charge a particular researcher to a specific grant
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« No written policy defining a compliant effort reporting system
- Effort reports signed in batches by an administrator

- Late, missing or unsigned effort reports

. “Corrected” effort reports

- Large numbers of payroll cost transfers

- 100% effort on a sponsored project

2008 Hogan & Harson L. A g s B
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Problems and Risk Areas HARTSON

Challenge:
- Institutional base salary not clearly defined or consistently applied
« Consistency in proposing, charging and certifying
Ways to Mitigate Risk:
- Clarify and communicate IBS definitions in appointment letters, contracts, etc.
- Include definition of IBS in effort reporting policy

- Carefully monitor and account for research supplements, incentives, variable salary
and other such components of compensation.

- Educate all parties involved in the process
« Pl
» Administrators (departments and central)
« Audit
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: HOGAN &
Problems and Risk Areas HARTSON

Challenge:

« Over-commitments - The total distribution of effort dedicated to all activities is >
100%

Ways to Mitigate Risk:

- Educate researchers regarding what constitutes “total effort” regardless of the
hours worked. Researchers generally cannot “volunteer” extra time to perform
non-research duties. Provide guidelines on what is typically expected in non-
research duties.

- Establish formal procedures to review commitments and “other support” during
proposal process.

- Establish formal procedures to revise level of effort if new awards impact level
of commitment to > 100% by communication to sponsor, reduction of effort on
other activities or refusal of the award.

2008 Hogan & Harson L. A g s B
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Problems and Risk Areas HARTSON

Challenge:

- Failure to reconcile effort reports with salary charges

Ways to Mitigate Risk:

- Educate employees to understand that completing effort reports is only half the
story.

- Ensure that pre-certification salary transfers are included in the pre-printed payroll
information that is provided to certifying employees.

- Establish a formal policy and procedure to ensure that salary transfers that are
requested after certification contain adequate justification and documentation and
that effort reports are “recertified”.
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. HOGAN &
Problems and Risk Areas HARTSON

Challenge:

- Existence of other reporting systems that may conflict with effort certification
information

Ways to Mitigate Risk:

- ldentify all reporting systems that may conflict with effort certification information
and confirm use and value of this information.

» Medicare time studies, clinical performance metrics, etc.

- To the extent possible, design system to integrate all effort reporting mechanisms
into one system.

- To the extent it is not possible without undue burden, sensitize certifying employees
to other reporting systems that could be evaluated and provide guidelines to
mitigate risk.

2008 Hogan & Harson L. A g s I
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. HOGAN &
Problems and Risk Areas HARTSON

Challenge:

- Certifying employees don’t understand the requirements and may not have
appropriate knowledge to certify effort reports

Ways to Mitigate Risk:
- Formalize education and training for all employees involved in effort reporting.

- Clarify purpose of certification in policy, instructions and other communication
vehicles.

- Many institutions now require that researchers certify their own effort reports.
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. . HOGAN &
Practical Guidance HARTSON

- Develop and implement sound policies and procedures

+ Know the rules; provide comprehensive training for
administrators and project personnel

- Encourage communication
- Avoid falling into the common traps

- Ensure that the effort reporting system works in practice and
not just in theory

- Be aware of economic disincentives to comply with Time &
Effort requirements

2008 Hogan & Harson L. A g s I
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Case Study: Effort Reporting
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- The basic principles:
- Dr. A has an institutional base salary of $100K

- She spends 20% of her total professional effort working on
an NIH grant

- The institution may charge $20K to the NIH grant

« How can something so seemingly simple be the source of so
many compliance challenges?

©2008 Hogan & Hartson LLP. All rights reserved.

Case Study: Effort Reporting
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- How do we define Institutional Base Salary?
- Clinical compensation
- Joint appointments, e.g., VA
- Supplemental compensation

- Consulting or other outside work

© 2008 Hogan & Hartson LLP. Al rights reserved.
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Case Study: Effort Reporting
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- What is total professional effort?

- Activities for which the institution compensates the
employee

- But, what about
- Weekends, working from home, vacation
- Outside activities
- Consulting
- Journal editor

- Peer review panel

©2008 Hogan & Hartson LLP. All rights reserved.

Case Study: Effort Reporting
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- How do we know employees are assigning reasonable
percentages to sponsored activity?

- Reasonable estimates are expected
- But:
- What's the appropriate denominator?
- Are they considering weekends, after-hours, etc?

- Are the percentages equal to 100%

© 2008 Hogan & Hartson LLP. Al rights reserved.
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- Other compliance challenges

- Can the system effectively manage cost sharing and salary
cap issues?

- Who's signing the effort reports?

- Pl

« The relevant employee

- Departmental administrator
- Are the reports timely distributed, signed and collected?
- How are the reports retained?

- Are the completed effort reports reconciled with the actual
salary charges?
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. HOGAN &
Case Study: Effort Reporting HARTSON

« Special compliance issues
- Joint appointments
- K Awards
- Proposal writing
- Employees charged 100% to research

- Managing commitments

2008 Hogan & Harson L. A g s N
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Summary
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- Research compliance often poses a significant management
challenge

- Effective research compliance programs often consider:
- organizational impediments to compliance
- Economics/incentives
- Systems
- Logistics

- Resource allocation
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For more information on
Hogan & Hartson, please visit us at

www.hhlaw.com

© 2008 Hogan & Hartson LLP. Al rights reserved.

22



